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Selectra Accessory Kit SEP 2 62011
Special 510(k) Premarket Notification

1. 510(K) SUMMARY
Name and Address of Sponsor: BIOTRONIK, Inc.

6024 Jean Road
Lake Oswego, OR 97035

Establishment Registration Number: 1028232

Device Name:

Proprietary Name: Selectra Accessory Kit
Classification: Class 11 (21 CFR 870. 1330; 870.1340; 870.4500;

880.5860)
Classification Name: Cardiovascular surgical instruments, catheter guide wire,

catheter introducer, piston syringe
Product Code: OWS, DOX, DYB, FMF

General Description:

The Selectra accessory kit includes a variety of commonly used catheter accessories which are
combined in a single package.

The Selectra accessory kit includes the following components:

* 1 Selectra Slitter Tool

* 1 Seldinger Guide Wire

* 4 Transvalvular Insertion (TVI) Tools

a 1 Syringe

* 1 Torquer

* 2 Stopcocks

* 2 Check valves

* 2 Sealing caps
* 1 Technical Manual

The Selectra accessory kit may be used with the Selectra CS lead introducer system, BIOTRONIK's
family of guiding catheters specifically used for the placement of coronary sinus leads. The Selectra
accessory kit is the subject of this Special 510(k).

Device Modification:

The changes made to the Selectra accessory kit, as compared to the previously cleared ScoutPro ACS
accessory kit, primarily include minor component modifications.

The usage of the Selectra accessory kit remains unchanged and the product characteristics, such as
indications for use, contra indications, and function, are the same as the ScoutPro ACS accessory kit
cleared on July 23, 2010 (K1 01 776). Therefore, this previously cleared accessory kit will serve as the
predicate device for the modified accessory kit included in this Special 510(k).

Predicate Device:

BIOTRONIKs ScoutPro ACS Accessory Kit (K101 776)
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BIOTRONIK Selectra Accessory Kit. Special 510(k) June 28, 2011

Indication for Use:

The Selectra accessory kit is used in conjunction with the Selectra CS lead introducer system to facilitate
lead implantation in the left side of the heart via the coronary sinus.

Name and Address of Manufacturer: - BIOTRONIK SE & Co. KG (reg. no. 9610139)
Woermannkehre 1,
12359 Berlin, Germany
01 1-4930-689-05-1210

Name and Address of Contract Manufacturer: BIOTRONIKAG (reg. no. 8043892)
Ackerstrasse 6
8180 Blilach,
Switzerland 011-41-44-864-5169

Name and Address of Contract Sterilizer: Sterigenics Germany GmbH
(reg. no. 3002807090)
Kasteler Stralle 45
(Rheingaustrasse 190 - 196)
0-65203 Wiesbaden, Germany

Contact Person(s) and Phone Number: Jon Brumbaugh
VP, Regulatory Affairs and Compliance
Phone (888) 345-0374
Fax (503) 635-9936
Jon. brumbaugh@biotronik.com
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DEPARTMENT OF HEALTH & HUMAN SERVICES Puiblic Ikldi ser vice*

ion1 l3runi11baugh
Vice President, Regulatory Affairs and Compliance *

Biotronik. Inc.
6024 Jean Road
Lake Oswvego, Oreg-on 97035

Re: KI 1183J9
Trade/Device Name: Selectra Accessorv Kit
Regulation Number: 21 CFR 870. 1330
Reulation Mamne: Catheter Guide wire
Regulatory Class: Class [H
Product Code: DQY, DQX
Dated: June 28, 2011
Received: June, 29. 20Q11

Dear M/r. B rUmbaugh:

We have reviewed your Section 510(k) premarket notification of intent to mark et the device
referenced above and have determined the device is substanitially equLivalen1t (for the indi ications
for use stated in the enlosure) to legally marketed p~redlicate devices marketed in interstate
commerce prior to Mvay 28, 1 976, the enactment (late of the M\edical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drtrg,
and Cosmetic Act (Act) that do not require approval of a premar ket approval application (PM4A).
YOU may. therefore, market the device. suobject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration. l isti ng of
devices, good rnanu factUril ng practice. labeIi ng., and proh ibitdons agai nst iisbrand ing and
adlteratio. Please note: CDRI (does not e\'aluate information related to conitract liarbi lity
warranties. We remlinl cIyou. howe xer. that de\'ice a beIi nu g must be tl rUth fir and not inislead in g.



LPaue 2 - Ni r. J1on Bi rumbal-ugh

If your device is classi fied (see above) into either class 11 (Special Co ntro Is) or class H [ I(P NiA). it
May' be subjeci to additional controls. ExistingL rnlaj or e I CLations affTeti ng- \'Otlr device canl be
boilnd inl thle Code of Federal ReCulationls. t1itle 2 1. Parts 800 to 898. In addition. FDA mlay

publish fuirther anIo Lincerllents concern il rw our dev'ice il thle Fedleral ReCister.

please be advised that F DiX's i SStrancc ofU asubstantial eqiui valence determination does niot mean
that FDA has made a determination that your device complies with other tI-Cflilrerrents of' the Act
or any Federal statutes and re2.LI atiOnlS administered byv other Federal agencies. YOU mu1Lst
comply with all the Act's requI~ireCmns. inlu-ding. bUt not limited to: registration and listing (2 1
CFR Part 807); labeling (2 1 CFR' Par t 801) miedlical dlevice reportinig (reportinu of medical
device-tel ated adverse events) (2 I C[ R <803)); good manu11,faclting12 pr-actice r'equiremlents as set
f'orth inl thle Ciiality systems (QS) rcgtlationl (2 1 CFR 'art 820); and if applicable, thle electronic
prodctLC 1aiationl control provisions (Sections 531 -542 of the Act); 2 I C F 1I000- 1050.

If you desir'e specific advice for' your1 device Onl otir1 labeling regulation (2 1 CFR Part 80 11) please
go to litti)://w\\vw.r.fda.gov/Abouitl'[A/Ceiiter-sOffi ccs/CD Ri-1/C DRH-1f'FiceS/LICeI I 5809.htm for
the Center for Devices and Radiological Health's (CDRH-'s) Office of Compliance. Also, please
note the regu1-lationl entitled. "N'lisbrandinu- by reference to premarket notification' (2 I CF R Part
807.97). For1 queIstionIsreadn the repor ting o I adverse events under~l thle NviDR 1< egulationl (2 1
CFR Part 803), please go to

httv//xv. fa.uovN~d ialDcvics/S fcy/eport~role/deaut. tmfor the CD RH's Office
Of Surveillance and Biometr ics/Division of' lostmlarket S UrveilIlance.

You may obtain other gieneral in fomationlOi on 1.votiesponsibilities und1(er' the Act from thle
Division of'Small N~anufItac turers. International and Cosumer Assistance at its toll-free nu1-mber
(800) 638-2041 or (301) 796-7100 Or at its Internet address
littn)://wwvw\.I'ca.tzov/[ediciDeviccs/Resour-ces foriYoui/lndtustr-v-/def'ault.1(11.

Sincerely yours.-1

.. '~13r, m D. Zueckerman. M.D.
D) ?ect.or
Division of Cardiovasetrlar Devices
Office of Device Evaluration
Center fort Devices and Radiological H-eal th

Enclosure



Indications for Use

510(k) Number (if known): TRD

Device Name: Selectra CS Lead Introducer System
Indications for Use:

The Selectra accessory kit is used in conjunction with the Selectra CS lead introducer system to facilitate
lead implantation in the left side of the heart via the coronary sinus.

Prescription Use VAND/ORk Over-The-Counter Use ___

(Part 21 CFR 801 Sub-part D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW TIlS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDR-H, Office of Device Evaluation (ODE)

Page I of I

(D ion Sign-Off)Division of Cardiovascular Devices

510(k) Nuber...Jjg..


